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has resulted in or could lead to a fail-
ure to ensure the quality of the dietary
supplement or a failure to package and
label the dietary supplement as speci-
fied in the master manufacturing
record;

(iv) Identification of the action(s)
taken to correct, and prevent a recur-
rence of, the deviation or the unantici-
pated occurrence;

(v) Explanation of what you did with
the component, dietary supplement,
packaging, or label;

(vi) A scientifically valid reason for
any reprocessing of a dietary supple-
ment that is rejected or any treatment
or in-process adjustment of a compo-
nent that is rejected; and

(vii) The signature of the indi-
vidual(s) designated to perform the
quality control operation, who con-
ducted the material review and made
the disposition decision, and of each
qualified individual who provides infor-
mation relevant to that material re-
view and disposition decision.

Subpart G—Production and Proc-
ess Control System: Require-
ments for Components, Pack-
aging, and Labels and for
Product That You Receive for
Packaging or Labeling as a
Dietary Supplement

§111.153 What are the requirements
under this subpart G for written
procedures?

You must establish and follow writ-
ten procedures for fulfilling the re-

quirements of this subpart G.

§111.155 What requirements apply to
components of dietary supple-
ments?

(a) You must visually examine each
immediate container or grouping of
immediate containers in a shipment
that you receive for appropriate con-
tent label, container damage, or bro-
ken seals to determine whether the
container condition may have resulted
in contamination or deterioration of
the components;

(b) You must visually examine the
supplier’s invoice, guarantee, or cer-
tification in a shipment you receive to
ensure the components are consistent
with your purchase order;

§111.160

(c) You must quarantine components
before you use them in the manufac-
ture of a dietary supplement until:

(1) You collect representative sam-
ples of each unique lot of components
(and, for components that you receive,
of each unique shipment, and of each
unique lot within each unique ship-
ment);

(2) Quality control personnel review
and approve the results of any tests or
examinations conducted on compo-
nents; and

(3) Quality control personnel approve
the components for use in the manufac-
ture of a dietary supplement, including
approval of any treatment (including
in-process adjustments) of components
to make them suitable for use in the
manufacture of a dietary supplement,
and releases them from quarantine.

(d)(1) You must identify each unique
lot within each unique shipment of
components that you receive and any
lot of components that you produce in
a manner that allows you to trace the
lot to the supplier, the date received,
the name of the component, the status
of the component (e.g., quarantined,
approved, or rejected); and to the die-
tary supplement that you manufac-
tured and distributed.

(2) You must use this unique identi-
fier whenever you record the disposi-
tion of each unique lot within each
unique shipment of components that
you receive and any lot of components
that you produce.

(e) You must hold components under
conditions that will protect against
contamination and deterioration, and
avoid mixups.

§111.160 What requirements apply to
packaging and labels received?

(a) You must visually examine each
immediate container or grouping of
immediate containers in a shipment
for appropriate content label, con-
tainer damage, or broken seals to de-
termine whether the container condi-
tion may have resulted in contamina-
tion or deterioration of the packaging
and labels.

(b) You must visually examine the
supplier’s invoice, guarantee, or cer-
tification in a shipment to ensure that
the packaging or labels are consistent
with your purchase order.
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